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DETAILED ACTION 
Election/Restrictions 

Claims 1-22 are currently pending in the application. 

Applicant's election of Group IV (i.e. cocktail composition encompassing claims 
13-17 and newly added claims 20-22) and election of quetiapine as the D2 receptor 
blocker and idazoxan as the a2 receptor antagonist in the reply filed on 01/30/09 is 
acknowledged. Examiner further acknowledged that claim 18 being drawn to a method 
was erroneously added to the composition and is hereby withdrawn from group IV. 
Moreover, because applicant did not distinctly and specifically point out the supposed 
errors in the restriction requirement, the election has been treated as an election without 
traverse (MPEP § 818.03(a)). 

Thus, the requirement is deemed proper and is therefore made FINAL. 
Claims 1-12 and 18-19 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b) as being drawn to a nonelected group and species, there being no 
allowable generic or linking claim. Claims 13-17 and 20-22 are examined on the 
merits herein. 



Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sliall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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Claim 15 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 15 recites the limitation "in which the second component" in line 1 of claim 
15. There is insufficient antecedent basis for this limitation in the claim. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 



Claims 13-17 and 20-22 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Pickar et al. (U.S. 2004/0127489 A1). 



Based upon f/ie earlier effective U.S. filing date of the reference, the 
applied reference constitutes prior art under 35 U.S.C, 102(e). This rejection 
under 35 U.S.C. 102(e) might be overcome either by a showing under 37 CFR 
1.132 that any invention disclosed but not claimed in the reference was derived 
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from the inventor of this application and is thus not the invention "by another," or 
by an appropriate showing under 37 CFR 1.131, 

It is respectfully pointed out that a recitation of the intended use of the claimed 
invention in a composition claim must result in a structural difference between the 
claimed invention and the prior art in order to patentably distinguish the claimed 
invention from the prior art. If the prior art structure is capable of performing the 
intended use, then it meets the limitation of the claim. In a claim drawn to a process of 
making, the intended use must result in a manipulative difference as compared to the 
prior art. See In re Casey, 152 USPQ 235 (CCPA 1967) and In re Otto, 136 USPQ 458, 
459 (CCPA 1963). Thus, the intended use of treating patients suffering from substance 
abuse is not afforded patentable weight. 

Pickar et al. teach compositions useful for antipsychotic therapies containing a 
pharmaceutically acceptable carrier, effective amounts of a2 adrenergic receptor 
antagonists and D2 dopamine receptor antagonist (instant claim 13; see abstract, pg. 
1, paragraph 0002, pg. 2, paragraph 0016, and pg. 11, claims 7-10). Pickar et al. also 
teach that conventional antipsychotics are characterized mainly by D2 dopamine 
receptor blockade (see pg. 1 , paragraph 0005). Preferably, the a2 adrenergic receptor 
antagonist utilized according to the invention is a selective antagonist and is preferably 
idazoxan (instant claims 15, 20, and 22; see pg. 4, paragraph 0037). As for the D2 
dopamine receptor antagonist, Pickar et al. further teach hat once the desired dose of 
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the a2 adrenergic antagonist has been reached, the preferred dose of the atypical 
antipsychotic should be roughly 50% of the normal recommended dose range and 
include administration of quetiapine at 150-450 mg/day (instant claims 14 and 21-22; 
see pg. 4, paragraphs 0038 and 0042). Additionally, Pickar et al. teach that the 
selection of atypical antipsychotic and a2 antagonist combinations that satisfy these 
binding affinity ratios will result in enhanced therapeutic efficacy of atypical 
antipsychotics and may provide a similar relative balance of pharmacological effects to 
that of clozapine (instant claim 17; see pg. 5, paragraph 0050). Importantly, Pickar et 
al. teach the administration of quetiapine in combination with idazoxan led to an 
enhanced ratio score (see pg. 9, paragraphs 0105 and 0109). 

As for the limitation that the cocktail is characterized by strong blockade of the 
a2C receptor, the Examiner asserts that the cocktail possess the same characteristic 
profile as the instant claimed invention given that these characteristics are inherent to 
the cocktail composition. 

It is noted that In re Best .195 USPQ 430, and In re Fitzgerald . 205 USPQ 594, 
discuss the support of rejections wherein the prior art discloses subject matter which 
there is reason to believe inherently includes functions that are newly cited or is 
identical to a product instantly claimed. In such a situation the burden is shifted to the 
applicants to "prove that subject matter shown to be in the prior art does not possess 
characteristic relied on" (205 USPQ 594, second column, first full paragraph). 

Accordingly, the teachings of Pickar et al. anticipate claims 13-17 and 20-22. 
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Conclusion 

No claims are allowed. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Samira Jean-Louis whose telephone number is 571- 
270-3503. The examiner can normally be reached on 7:30-6 PM EST M-Th. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see httD://pair--direct.usDto,gov . Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
/S. J. L./ 

Examiner, Art Unit 1617 
04/06/2009 
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/SREENI PADMANABHAN/ 

Supervisory Patent Examiner, Art Unit 1617 



